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Audit Standards:

Audit points

1. All infants born to mothers with Hepatitis B infection should have a
postnatal plan made antenatally and checklist completed

2. All those considered high risk should receive Hepatitis B
Immunoglobulin as well as vaccination at birth with a neonatal ‘hep B
dried blood spot’ taken prior to vaccination

3. Those at high risk where a family member (not mother) is Hepatitis B
positive or infants of intravenous drug users should receive a
monovalent dose of Hepatitis B vaccine prior to discharge from hospital

Introduction

Infants born to Hepatitis B virus (HBV) infected mothers are at high risk of acquiring HBV infection
themselves at or around the time of birth (perinatal transmission), particularly if the mother has a high level
of HBV DNA and hepatitis B e antigen (HBeAg) in her plasma. Without intervention the risk of transmission
from an HBeAg seropositive mother is 70-90% compared with the risk of about 10% from an HBeAg negative
mother. Infants who acquire infection perinatally have a high risk of becoming chronically infected with the
virus. The development of chronic infection after perinatal transmission can be prevented in over 90% of
cases by appropriate vaccination starting at birth of all infants born to infected mothers.

UK guidelines recommend that all pregnant women should be offered screening for Hepatitis B infection
during each pregnancy. Where an un-booked mother presents in labour, an urgent Hepatitis B surface
antigen (HBsAg) test should be performed to ensure that vaccine can be given to babies born to positive
mothers within 24 hours of birth.

Antenatal Management

Refer to obstetric guideline.

Post Exposure Prophylaxis

There has been a universal Hepatitis B vaccination program in the UK since late 2017.

However, all infants born to HBsAg seropositive mothers should receive vaccination with the monovalent
Hepatitis B vaccine at birth and 4 weeks. The routine vaccination schedule then ensures they get given
further doses of Hepatits B (hexavalent) at 8, 12, 16 weeks and 18 months. In total they will receive 6 doses
of Hepatitis B vaccine. This aims to ensure immunity and prevent mother to child transmission.

For those infants who are at high risk (see below), they should receive 200-250 units Hepatitis B
Immunoglobulin (HBIG) in addition to vaccination as soon as possible after birth and ideally within 24 hours
of birth (please see section on Hepatitis B Immunoglobulin dosage below). If an infant is later identified as
having missed HBIG at birth despite being eligible, HBIG can be given up to 7 days after birth.
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Close Family Contacts of an individual with chronic Hepatitis B infection

Newborn infants born to a hepatitis B negative woman but known to be going home to a household with
another hepatitis B infected person may be at immediate risk of hepatitis B infection. In these situations, a
monovalent dose of hepatitis B vaccine should be offered before discharge from hospital. They should then
continue on the routine childhood schedule commencing at 8 weeks.

Infants born to Intravenous Drug users

A monovalent dose of Hepatitis B vaccine should be offered before discharge from hospital. They should
then continue on the routine childhood schedule commencing at 8 weeks.

Premature and low birth weight infants (less than 1500 grams)

The early response to hepatitis B vaccination is known to be lower in babies born prematurely so they should
receive the full paediatric doses of hepatitis B vaccines on schedule

Babies born to women with hepatitis B infection, who have a very low birthweight (VLBW) of 1500g or less,
should receive HBIG in addition to the vaccine, regardless of the e-antigen status or viral load of the mother.
As the benefit of vaccination is high in this group of infants, vaccination should not be withheld or delayed.
Split doses of HBIG can be given in neonates with VLBW. They should be prescribed 250 units (half the vial*)
where 500 unit vials are available or alternatively the full vial if it is a 200 unit vial but may receive it in
divided doses within the first 7 days of life.

Ideally HBIG should be given at the same time as Hep B vaccine, preferably within 24 hours and ideally within
48 hours after the vaccine

High Risk Infants

Infants are considered high risk if maternal antenatal serology indicates:
e HBsAg positive and HBeAg positive
e HBsAg positive, HBeAg negative and anti-HBe negative
e Mother had acute hepatitis B during pregnancy
e Mother is HBsAg positive and known to have an HBV DNA level equal or above 1x1081Us/ml in any
antenatal sample during this pregnancy (regardless of HBeAg and anti-HBe status)
e Mother is HBsAg positive regardless of e-antigen status or HBV DNA and baby weighs 1500g or less

All of the above infants should receive HBIG and hepatitis B vaccination. Take a neonatal hepatitis B dried

blood spot (DBS) prior to vaccination.
See appendix 1 and 4

Low Risk Infants

Infants are considered low risk if maternal antenatal serology indicates:
e HBsAg positive and anti-HBe positive

These infants should receive hepatitis B vaccination
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Vaccination Dosage and Schedule

TAKE CARE WITH BRAND OF HEPATITIS B VACCINE AS DOSAGE VARIES WITH BRAND

Engerix B* (monovalent) 10 micrograms (0.5ml) by intramuscular injection in anterolateral thigh, given at
birth and 4 weeks of age (where applicable).

HBVaxPRO® (monovalent) 5 micrograms (0.5ml) by intramuscular injection in anterolateral thigh, given at
birth and 4 weeks of age (where applicable)

Give low birth weight and preterm babies the full neonatal dose.

Infanrix hexa® (hexavalent) 0.5ml by intramuscular injection in anterolateral thigh given at 8, 12, 16 weeks
and 18 months of age.

See appendix 2.

Hepatitis B Immunoglobulin Dosage

200-250 units** (half the vial*) by intramuscular injection in anterolateral thigh (in contralateral thigh to
Hepatitis B vaccine injection site). The maximum intramuscular volume that should be administered to a new
born is 1ml so this may need to be given in 2 divided doses.

**200 - 250 IU is to allow for the fact that 200 IU vials may soon become available again, in addition to 500
IU vials
*The volume of the 500 units vial varies hence give half the vial

Vials of “named baby” HBIG that are issued by the Health Protection Agency (Colindale) will be delivered to
the hospital pharmacy department 7 weeks before the estimated date of delivery. The named baby HepB
delivery suite box containing the birth notification paperwork will be issued to the hospital for the attention
of the Antenatal Screening Coordinator/team.

The screening coordinator is responsible for “matching up” the named baby HBIG vial from pharmacy with
the named baby HepB delivery suite box and ensuring that these are stored securely according to local
arrangements so that they are available 24/7 to the delivery team for that named baby.

Check if baby has already had immunoglobulin ordered and on site (in delivery suite fridge). Mothers who
have high-risk hepatitis B will have had immunoglobulin ordered at 32/40.

If no HBIG is available, during office hours contact the antenatal screening team who should be able to
arrange an urgent order of HBIG.

If out of hours, phone the PHE National Infection Service Colindale Duty Doctor on 020 8200 4400 and
request emergency issue of immunoglobulin. If requested to, fill in request form (appendix 3), scan and email
to phe.hepatitisbbabies@nhs.net. They should be able to supply this within 5 hours.

Immunoglobulin (HBIG) should ideally be given within 24hrs of birth but is still beneficial if given up to 7 days
after.

Hep B vaccine should not be delayed if waiting for HBIG as this provides majority of the protection.

The form that accompanies the vial should be completed by the administering doctor and forwarded to
Public Health England (PHE).
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Give low birth weight and preterm babies the full neonatal dose of 200-250 units, which they may receive in
divided doses within the first 7 days of life.

Breastfeeding

Breast-feeding should be encouraged and supported. There is no contraindication to breastfeeding when a
baby born to a mother who is Hepatitis B positive begins immunisation. Mothers, however, should not
donate their milk.

Subsequent Management

All infants receiving Hepatitis B vaccination and HBIG (if indicated) should have the Hepatitis B vaccination
documented in the appropriate place according to local practice and checklist completed (See appendix 4).
Parents should be made aware of the treatment and be provided with information in a timely manner. They
should be given the opportunity to ask questions. Please provide them with the Hepatitis B: A guide to your
care in pregnancy and after your baby is born (publishing.service.gov.uk) and Protecting your baby against
hepatitis B (publishing.service.gov.uk) leaflets.

A letter should also be sent to the GP and Child Health Department informing them of the increased risk of
vertical transmission of Hepatitis B. The GP or Child Health Department should also arrange further
appointments to complete the vaccination course and organise for a DBS sample to be done at the same
time as the fourth dose is given to check if transmission has occurred (see appendix 5). This process is offered
and monitored by PHE.

For those infants where prophylaxis has not been successful and who have become chronically infected, they
should be referred for assessment and further management to a paediatrician with a special interest in
paediatric infectious diseases who should arrange on-going follow up in outpatient clinic, as well as referral
to a tertiary paediatric hepatology team.
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Appendix 1 Summary of Immediate Postnatal Treatment of Infants born to

Hepatitis B positive Mothers

Maternal Status Vaccine required HBIG required

Engerix B® 10 micrograms i.m. 200-250 units
i.m.

HBsAg positive and HBeAg positive Yes Yes

HBsAg positive, HBeAg negative and anti-HBe Yes Yes

negative

Mother had acute hepatitis B during pregnancy | Yes Yes

Mother is HBsAg positive and anti-HBe positive Yes No

Mother is HBsAg positive and known to have an | Yes Yes

HBV DNA level equal or above 1x10°%1Us/ml in

any antenatal sample during this pregnancy

(regardless of HBeAg and anti-HBe status)

Mother is HBsAg positive and baby weighs Yes Yes

1500g or less

Appendix 2 Hepatitis B immunisation schedule for routine childhood and selective
neonatal immunisation programmes following the introduction of hexavalent

hepatitis B-containing vaccine

Age Routine Babies born to hepatitis B | Babies born into household with close
Childhood infected mothers family contact of Hepatitis B infection or
Programme intravenous drug user

Birth X Monovalent HepB Monovalent HepB

4 weeks X Monovalent HepB X

8 weeks 3 DTaP/IPV/Hib/HepB DTaP/IPV/Hib/HepB

12 weeks \ DTaP/IPV/Hib/HepB DTaP/IPV/Hib/HepB

16 weeks \ DTaP/IPV/Hib/HepB DTaP/IPV/Hib/HepB

18 months \ DTaP/IPV/Hib/HepB DTaP/IPV/Hib/HepB

Test for HBsAg
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208 Hepatitis B Immunoglobulin

UK Health — request form

For infants at high risk of perinatal hepatitis B infection

Security

AQEHCY IMPORTANT please write clascly in dark ink and compiete all fields balow to aveid delays in processing.

Antenatal patient details

Mothers surmane: Elhnic group

First riame: [Jwhite Eritish ] wmite irizh [ wimiites it
Dt o bith: O Back atrican [ stack Carbbean [ Black Other
MHS rumber | | | | | | | | | | | Jntian [ pasistani [ Bangtadesni
Bocking biood sample number: [ chinese [ asian ciher [ e
Fiepesting hospital [ TN

e o Country of birth:

Has the mother been referred o specialist care for her hepalitis B?

GP name and addrness:

[ = O ne [0 unknown

Hiospital:

Indication for HBIG: women with higher infectivity

Acute hepatilis B in pregrency? [ Vs Ono

HE sy O Pasitive [ Megative [ Unenicrvan
HBEAY O rositive O megative [ unknomn
Arii-HBe O positive Omegative [ Unbncrwn
Viral loed iusfimil

Immunoglobulin is indicated for INFANTS of women with
higher infectivty risk, Le:

Pregnant women with acute hepalitia B OR:

Pregnant women who ane HEsAg posithe AND:

+ HBV DMA = 1 % 10° Wi, DR
+ Birth wesight of their niewbom is <1500

Current state of pregnancy

Oespectes [] Deliversa |El.tialh'er|.'|:‘ﬂle:

| [ Mudtipie Lirth [peass complete a separate form o sach sibiing)

HBIG EESUE

For routing iggwes, this HBIG request will prompt the dispateh of the HepB delivery suile Bax to the anbenatsl screaning leerm and a vial of HEIG Tor
the named babwy 1o your pharmacy 6-8 wesks prior fo the BDD [during normal ofios hours). The HBEIG vial will have instructions for the pharmacist
10 Contact the Antenatal Scressning Tearm on receipt of the via in onder 1o ink the vial and he b

Plesasa provide rame of the ASC o equivalent person responsisle for storing HEIG [ nol al pharmacy)

Arilenatal Screening Cooninalie:

Tedephone nunmbser:

o complted by:

Coordinater addreas for HepB delvery aute bo:

Signatire of GMC rgistered medical practitiones irecird by MHRA):

Contact nuimier:

e of GMC docior:

Date:

GG mo.: Diabe:

Please send complated form via emal o phe.hepatitisbbabies@nhs.net (rorm @nhs.ned emal address only

Owrt of howrs: call 020 B32T T4T1 and spaak 1o the duly doctor

During office howrs: cal 0330 1281020 option 2 and aemal request 10: phehepatitisbbabiss@nhs. net
Emergency HEIS wil be sant i the location specified by The requestes.

Ward/Unit: Hoapita:

Al syt ard et 1o UKHEA slafeion loess and cordilion,
IV LS — il Hepalitts B imesunegiotelin s Pledgesst Fom. Verson 3. UK Heallh Securily Agency (el numbar: 202005
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If baby has already delivered,
please also complete this birth notification form

Maternal antiviral treatment (during last trir

Mother's Hepatolagist ar equivalent | Mesrie: |TElE|.‘|I‘ﬂ'rEr'u.rrbEr'.

Antiviral treatment in pregrancy | [ s ¥ yes, please @ in the detais below) IDNn
Dirug namme Dose Start date End date

Infant's surnerre: Datte: of birthe
First name: Tirre: of birth:
nismmber | | | | L [T || Teeordeey
Huspital rurriber: Birth weigght:
Sex ] Mae [ Female Geslation:

If multiple birth please specify number of babies (peass complele 2 separate lorm for each shing)

Vaccine and HBIG administration

Vials of HBIG ane appros. SO0I 0 he whoke vial shoulkd not be given. 2006 vials may be avalaibie in the b,

Waccine HEBM

Date given: Dabe given:
Dose given: Do piver:
Make of vantine: Tirre given:
Batch na.: Babch no.:

T haby is very kow birth weight and cnical decision made to ge dvided doses, plesge record when 2 par of dose was ghven [should be given ASAR)

HBIG (2 part of dese’) Date gien: Dicxse ghven: Time given: Baich nou:

Doctor responsible for future care of the infant (if not (

Marne: Fiorm completesd by
TePosition: Contact no.:
Contact mo.: Dabe:

Adddress:

Please send completed form via emai
phe hepatitisbbabies@nhs_net nhs.net

Al riacysa el ask bt b LIGHSA slandaed lenm and condilons.
IR 05 — okl Hipatits B ookl s P sl Fons Version 3. Lk Haelh Saecurily Agency galivway iuniber: 221005

Page 8 of 13



NHS

East of England Neonatal ODN

(Hosted by Cambridge University Hespitals)

Appendix 4 — Checklist

2%

HEPATITIS B (HEP B) Please complete or attach patient label

Publlc Health SCREENING AND Unit number:. ................................................

England IMMUNISATION NHS number: ... e,
MATERNAL AND SUMAME .. e

PAEDIATRIC CHECKLIST Forename(s) ......coovveiiiiiiiiiiiiiii e,

Date of birth ...... /... /...

Serology results

Date of booking...... f[...... l...... Test Date of test Result
Viral load
Date of hep B screen...... /l...... /...
HCV
Date of screening result...... [..... l......
LFTs
Date of screening...... /... [......
team assessment Other test
o results
Date of specialist..../...... /...
appointment
Lower infectivity Higher infectivity
Screening team appointment Signature
(< 10 working days of laboratory Status/comments Date and name
result/notification) in capitals

born’

Discuss care using ‘Hep B: a guide to your
care in pregnancy and after your baby is

guidelines.

Colindale.

All women
higher or lower infectivity

Additional bloods taken as per local
Maternal venous sample sent to PHE

Check and record all other antenatal results.

Inform GP, H/V, HPT, CHIS and CMW.

Within 6 weeks of result/notification

gestation.

All women with
hepatitis B

Specialist MDT appointment.
High infectivity and all newly diagnosed

women: within 6 weeks or by 24 weeks

Low infectivity known status: 18-week
OPD target or within 6 weeks if = 24 weeks

Create neonatal alert
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Higher infectivity
women only

Submit a HBIG request as per trust practice.

7 weeks before EDD PHE coordinator will
send:

e HBIG to your pharmacy

e delivery suite box to screening team
to match up with HBIG and place in
box

e box which should be stored according
to trust practice and the location
clearly noted on the maternal record.

Notify the PHE co-ordinator if the woman’s
care is transferred.

. . . Signature

34-week pre-birth conSL_lltatlonlscreenmg team Status/comments Date and name
review . -

in capitals

All
women

Preparation for birth

Discuss care and adherence to schedule
using PHE ‘Protecting your baby from
hep B’ leaflet. Check neonatal alert is in
place.

Higher
infectivity

Confirm where PHE hep B delivery
suite box containing HBIG is stored and
that the location is recorded in notes/birth
plan/maternity information system.

Delivery

suite team

Higher infectivity
mother and baby

On admission:
e inform screening team of
admission
e |ocate PHE hep B delivery suite
box

Using the hep B delivery suite box
- take maternal serology sample after
delivery and complete form (pack 1)

Date/time of blood test

- take neonatal ‘hep B dried blood spot’
prior to vaccination (pack 2)

- give HBIG + hep B vaccination (pack 3)
- complete PCHR red book hep B page
and give to mother

Card number/time of
blood test.

Date/time given/batch
number.

- complete paperwork and store with
samples in hep B delivery suite box and
return to screening team as soon as
possible (if weekend/BH: recommend
store in fridge at 4°C or room

temperature if not available)
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Lower
infectivit
y mother

- vaccination administered <24 hours of Prescription in

birth notes/batch number.
- complete PCHR red book hep B page
and given to mother

and baby

Post-natal

Pre-discharge
checks

- PCHR book has completed hep B page
- mother has a copy of the vaccination
leaflet

- mother informed of the importance of
early registration of the birth with a GP

- ensure notes go back to screening
team

Screening team

- check request form for maternal sample
and PHE notification forms are
completed

- DBS and bloods and forms despatched
to PHE Virus Reference Department,
Colindale in pre-paid packaging

- inform CHIS, H/V GP, and CMW of
vaccination using PHE letter templates

- complete ISOSS database

Appendix 5 Suggested Neonatal Care Pathway for adaptation at local hospital

N

Antenatal screening team start checklist — appendix 4

Neonatal plan made at fetal medicine meeting and inserted into mother’s hospital notes.

When infant is born neonatal team alerted — results of mothers’ serology and neonatal plan
reviewed.

Administration of Hepatitis B vaccine with dried blood spot taken prior to vaccination (only if high
risk) and HBIG if indicated.

Hepatitis B vaccination flimsy filled in (for red book) and documented on checklist and accompanying
paperwork if HBIG given.

Letter to GP and Child health generated

GP/ Child health to organise subsequent vaccinations and testing with 4" dose (dried blood spot sent
to Public Health England laboratory).

GP to refer infants with chronic carrier status for assessment and further management.
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Exceptional Circumstances Form

Form to be completed in the exceptional circumstances that the Trust is not able to follow
ODN approved guidelines.

Details of person completing the form:

Title: Organisation:
First name: Email contact address:
Surname: Telephone contact number:

Title of document to be excepted from:

Rationale why Trust is unable to adhere to the document:

Signature of speciality Clinical Lead: | Signature of Trust Nursing / Medical Director:

Date: Date:
Hard Copy Received by ODN (date Date acknowledgement receipt sent out:
and sign):

Please email form to:  kelly.hart5@nhs.net requesting receipt.
Send hard signed copy to: Kelly Hart

EOE ODN Office Manager

Box 402

Robinson Way

Cambridge University Hospital

Hills Road

Cambridge CB2 0QQ
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